714 Skyview Drive
Greenwood, AR 72936

Phone: (501)996-4168
E-Mail: geode@valuelinx.net

July 5, 2000

Mr. James C. Morrison
CDER Ombudsman (HFD-1)
5600 Fishers Lane
Rockville, MD 20857

Dear Mr. Morrison:

In writing this letter I am not sure if it is properly addressed, but would like a copy of it to
Dr. Janet Woodcock, Director of CDER, and any other person(s) involved in the decision making
process for OTC drug approvals.

An article was published in the Arkansas Democrat Gazette (July 3, 2000-Pg. 4A) titled “FDA
rethinks scope of over-the-counter drugs™ which is very disturbing. The idea of allowing such
drugs as cholesterol-and blood pressure lowering drugs, and even antibiotics to be sold over the
counter without a doctor’s prescription is WRONG. My doctor has closely monitored my intake
of Mevacor and Vasotec, increasing the dosage based on blood test results. My wife has similar
doctor’s direction for her Cardizem and Vaseretic intake. Our doctors know how to evaluate our
conditions and the corresponding side effects. In addition, there are several other drugs we also
take which have possible interelated effects on one another. Placing the drugs OTC will endanger
public health of all users.

Another side effect, which may not have been considered, is COST of these drugs with OTC vs.
prescription drugs. At a time when our politicians are concerned about the cost of drugs, and -
trying to make prescription drugs available to everyone, going to OTC will make the drugs
ineligible for INSURANCE COVERAGE. Sure the insurance and drug companies would have
massive profits by going OTC, but the American citizen (particularly the senior citizens who are
by far the largest users of these drugs) would be without a means to pay for them. At age 70, and
my wife 65, it will cost us by OTC over $2,000.00 per year just for these drugs, which are
currently under insurance coverage as prescription drugs.

As above, most people will be faced with the same problems, including the younger working
people with company sponsored insurance programs. Going OTC will eliminate our insurance
coverage for drugs-----create a danger for users---and the FDA should consider these factors.
We all know the drug industry has great lobbying power with their money available through the
price charged for drugs, however we pray the FDA will see through this for the citizens of this
great country.
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DA rethinks scope of over-the-counter drugs
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vation decided to allow cer-
-escription drugs to be soId
e counter

since 1972, hundreds - of
nes — from pain relievers to
ngal agents — have moved
ehind pharmacists’ counters
re shelves and into con-

¢ hands with few adverse__‘_

uences
/ the FDA is considering &x-
ig the scope of over-the-
r medicines to include such
ts as cholesterol- and blood
re-lowering drugs, birth con-
Is, even antibiotics. The sug-
 is provoking as much de-
)w as it did then.
Jonents argue that, given the
s current ‘obsession -with
further empowering Ameri-
» make their own decisions

what medicines to take is-

L
are is a higher level of con-
awareness, “with people
10re interested in self-care,”
r. Janet Woodcock, director
"DA’s Center for Drug Evalu-
nd Research, explaining the
s decision to begin explor-
issue. “Also, we have safer
nes today.”
sle who raise the red flag
hat many of these drugs —
illy those used to treat
» conditions, often with no
ms — cannot be used safely
a doctor monitors them.
the case of antibioties, ex-
'orry that the growmg prob-
bacterial drug resistance
: worsened by more indis-
1te use,
“already troublesome”
n of drug interactions and
wcted toxic side effects —
often can be detected only
ratory tests — could be even

'angerous without a physi-

“There is a higher level of consumer awareness, with
p«ﬂople much more interested in self-care. Also, we
have safer medicines today.”

— Dr. Janet Woodcock, dlréctor of the FDA’s Center
for Drug Evaluatlon and Research

cian’s involvement, warned Dr. Sid-
ney Wolfe, director of Public Citi-
zen's Health Research Group, at a
two-day pubhc hearing on the i 1ssue
last week.

“The debate was prompted by
drug manufacturers who are
seekmg over-the-counter status for
thelr cholesterol-lowering drugs.
The agency plans to look specifi-
cally:; at their cases; later this

month. If FDA officials allow them
to make the switch, it could open
the door for numerous other pre-
scription-only drugs to become
more easily available.

Wolfe, who opposes over-the-
counter status:for cholesterol-low-
ering drugs, argued that choles-
terol drug treatment requires close
physician supervision, including
periodic checkups and blood tests.
He fears that these safeguards
would wane with dangerous conse-
quences if such drugs became
available without a doctor’s order.

“Medical checkups are needed
for determining if the drug is work-
ing and for assessing other aspects
of disease progression,” including
the tpossxbmty of liver toxicity, he
said

But Dr. Jeffrey Anderson, chief
of the division of cardiology at the
University of Utah, argued that giv-
ing over-the-counter status to Mer-
ck’s anti-cholesterol drug Mevacor
(also known by its chemical name
lovastatin) is safer, given the cur-
rent consumer tendency to use un-
regulated nutritional supplements
for every ailment., including some,
such as red yeast rice, touted to
lower cholesterol.

If Merck’s drug were made avail-

able over the counter, it would en-
sure “reliable dosing and punty”
in a “regulated, educational envi-
ronment,” which is not necessarily
the case with - diet' supplements,

Anderson said. Also,” having:‘the

drug available over the counter

could benefit: those with mildly
“ dubbed “under the counter.”

high cholesterol:who generally are-
not tonsidered candidates for high
er-dose drug thegapy...

The FDA will
of scientific expe!
consider the requests.
Co. and Bristol-Myers:Squibb, who
want to market low-dose -versions -

of their cholesterol-lo g_nqumgz
out, -

Wiih their patents Sripning
both companies wanttoencourage
brand loyalty among patients.

The FDA is expected to consid-
er other classes of drugs:as well —

ter” use — likely to incur the wrath
of abortion opponents — and an-
tibiotics, Just the thought of putting
antibiotics on drugstore shelves
makes many infectious disease spe-
cialists extremely nervous,

“Some infectious diseases .. .are
actually worsened by antibiotics,”
said Dr. Robert T. Schooley, head of
infectious diseases at the Universi-
ty of Colorado Health Sciences
Center. Often, there are also unex-
pected and potentially fatal side ef-
fects to some antibiotics. And, ex-
perts believe, consumers already
demand antibiotics too often for
the wrong reasons — such as viral
infections, which antibiotics do
nothing to cure, and which con-
tribute to the serious problem of
microbial resistance to drugs.

For 1ts part the FDA says that xt

onvene.a panel E}
1ts this month to
of Merck & -

counter status

will not make a sweepmg poncy
change but instead will c0n51der
each drug separately.

“We will take the drugs one at a
time, and we will be making case-
bycase decisions on each drug that
comes. up,” Woodcock said, poift-
ing ouf that it is up to drug maru-
facturers to ask the FDA forsuclia
change in status. “They have to ap-
ply, and there is an extensv/e
process.” G

Wary of unsupervised drug use,
but eager to empower patients,

some, health advocates have pro-
‘posed’'an alternative to over-tiie-
-counter medicine: the creation‘of

an in-between status, unofficially

It would make drugs available

. without a prescription, but they
- would not be on store shelves. C‘on‘
A sumers would have to ask for them
ensuring the involvement of a

pharmaclst

.. Pharmacists like the concept —
hey increasingly view themsélyes
.88 an information bridge betwgen
physxcxans and consumers, particu-

. when doctors have less tlme to

birth control pills for“morning af- . SPend with patients.

When over-the-counter statusfls
questionable, “the use of a system
of marketing products through
pharmacists should be consid-
ered,” said Rebecca Chater,:a
North Carolina pharmacist speak-
ing for the American Pharmaceuti-
cal Association, the professional
society of pharmacists. S

This, she said, “would expand
access heyond the traditional sys-
tem, while maintaining healthi-pro-
fessional interaction.” Also, data
gathered from .the experxence
“could be used to support the trin-
sition from prescription to' full
[over-the-counter] availability.” i+

But the pharmaceutlcal indas-
try is cool to the idea, fearing that it
could signal a puilback of some
products now enjoying oveidche




